One hundred and forty two patients (62 with
probable Sj6gren's syndrome, and 56 in whom Sj6gren's syndrome was finally ruled out) were studied. Schirmer's test and rose bengal staining for the diagnosis of keratoconjunctivitis sicca and salivary scintigraphy and a labial biopsy sample for the diagnosis of xerostomia were studied in all patients. Rose bengal staining showed high specificity (98%) but low sensitivity (55%). All patients with positive rose bengal staining results had associated xerostomia. In the rose bengal staining positive patients, scintigraphy had 100% specificity. A labial biopsy sample showed high sensitivity in the rose bengal staining, salivary scintigraphy positive group, and high specificity in the rose bengal staining positive, salivary scintigraphy negative group. In patients with negative rose bengal staining, salivary scintigraphy showed 96% specificity and 36% sensitivity. A labial biopsy sample had a sensitivity and specificity greater than 90% in rose bengal staining negative patients. Only 29 biopsy samples were needed to achieve a diagnosis of Sjogren's syndrome in 142 patients (20%) . Hence the suggested approach may make it unnecessary to take biopsy samples in approximately 80% of patients with suspected Sjogren's syndrome. Using the stepwise approach of first rose bengal staining, then salivary scintigraphy, and eventually a labial biopsy sample in patients with suspected Sjogren's syndrome, the diagnosis is relatively simple.
Department of Medicine, Hospital del Mar, Primary Sjogren's syndrome is a clinical disease characterised by keratoconjunctivitis sicca and xerostomia with autoimmune processes.' When the syndrome is associated with an established autoimmune disease, the term secondary Sjogren's syndrome is used.2 3 For the diagnosis of Sjogren's syndrome, the presence of xerostomia or keratoconjunctivitis sicca, or both, is necessary. 4 There is currently no general agreement, however, on criteria for the diagnosis of Sjogren's syndrome.
Studies on Sjogren's syndrome have furthered our understanding of autoimmune diseases5 and of their possible association with some retro- 6 7 viruses. As no specific serological markers exist for the disease, the diagnosis must currently rely on auxiliary tests for keratoconjunctivitis sicca and xerostomia.
The aim of this work was to assess the clinical usefulness of a stepwise approach to establishing the diagnosis of Sjogren's syndrome. sample showed 91% sensitivity and 100% +PV. In patients with positive rose bengal staining and negative salivary scintigraphy, a labial biopsy sample showed 100% specificity and 73% sensitivity. The +PV was 89% and the -PV 50%. Therefore, a labial biopsy sample may be useful in the rose bengal staining positive, salivary scintigraphy negative group of patients as a positive result will notably increase the diagnostic certainty. In patients with negative rose bengal staining, the sensitivity and specificity of a labial biopsy sample are greater than 90% and unrelated to the salivary scintigraphy results. Although over one third of positive salivary scintigraphy patients have probable Sjogren's syndrome, this proportion is only 18% in negative salivary scintigraphy patients. The labial biopsy sample +PV was 69% in the negative rose bengal staining, positive salivary scintigraphy group; it was 48% when rose bengal staining and salivary scintigraphy were both negative. The labial biopsy sample -PV was 25% in negative rose bengal staining, positive salivary scintigraphy patients, and 94% in the negative rose bengal staining, negative salivary scintigraphy group.
The approach yielded seven diagnostic situations depending on the results of the three diagnostic steps. The analysis of the seven situations confirms that the expected negative correlation between the -PV and definite occurrence of Sjogren's syndrome was actually observed (r=-0-87, p=0 01). A positive correlation was also found between +PV and positive Sjogren's syndrome occurrence (r=0-89, p<001). There was a negative correlation between the +PV and probable Sjogren's syndrome occurrence (r=-0-60, p=0 07). Specificity correlates positively with Sjogren's syndrome occurrence (r=0-93, p<0 01) and, as expected, with +PV (r=0-79, p=0 03), and with -PV (r=-0-89, p<0.01).
The differences between the diagnosis of Sjogren's syndrome being regarded as the gold standard instead of a labial biopsy sample were not significant. These differences were noteworthy only when salivary scintigraphy was performed after a positive rose bengal staining result; in such instance the specificity decreased from 100% (Sjogren's syndrome as gold standard) to 67% (labial biopsy sample as gold standard). When the rose bengal staining was negative, the +PV of scintigraphy increased from 55 to 78%. When Bayes's theorem is used, the probability of the disease being present if the rose bengal staining is negative and the salivary scintigraphy and lip biopsy sample are positive becomes 94%. When both rose bengal staining and salivary scintigraphy are positive, and the lip biopsy sample negative, the probability of disease is 39%. The probability of the disease being present 
